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Company: Amsino International, Inc.
855 Towne Center Drive
Pomona, CA 91767)
(909) 626-5888

Contact: Ching Ching Scah, Ph.D.
Director of Regulatory Affairs

Date Prepared: January 20, 2006

Classification Name: Syringe, Piston (88C.5860)
Hypodermic Single Lumen Needle (880.5570)

Common/Usual Name: Disposable hypoder-nic syringe
Proprietary Name: AMSure® Disposable Syringe with/'without Needle
Product Code: EME and FM!
Medical Specialty: General Hospital
Device Class: Class II

Predicate Devices: Monoject®~ Piston Syringes (K9457 15)
Nipro"' Disposable ]Hypodenmic Syringes with or withoul. Needle (KO5 1574)

Device Description: The AMSure® Disposable Syringe is a sterile, single-use hypodermic syringe
with or without an attachable hypodermic needle. It consists of a syringe
barrel, a plunger rod, a pisticn, a nozzle cap and/or a single lumen hypodermic
needle. The AMSUre® Needle is comprised of a metal tube sharpened at one
end and joined to a female connector (hub) at the other end.

Intended Use: The AMSure® Disposable Syringe with/without Needle is intended for the
injection of fluids into, ortli withdrawal of fluids from parts of the body
below the skin. AMSure®Needles are intended to mate with male nozzles of
piston syringes or administration sets.

Comparison to Predicate: The AMSui-e® Disposable Syringe with/without Needle is similar to the
predicate de-vices in operational principle, materials, design, technical
characteristics and intended use. Any existing differences do not
affect safety and effictiveness of the device.

Non-Clinical Testing: Performance and biocompatibility testing has demonstrated that the
AMSure® Disposablh Syringe with/without Needle is safe and effective
for its intended use.
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Food and Drug Administration
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Dr. Ching Ching Seah
Director of Research & Development and Regulatory Affairs
Amsino International, Incorporated
855 Towne Center Drive
Pomona, California 91767

Re: K061039
Trade/Device Name: AMSUREW Disposable Syringe withlwithout Needle
Regulation Number: 880.5860
Regulation Name: Piston Syringe
Regulatory Class: II
Product Code: FMF, FMI
Dated: April 14. 2006
Received: April 14. 2006

Dear Dr. Seah:

We have reviewed yotir Section 51 0(k) premarket notification of intent to market the dcv ice
reibrenced above and have determined the device is s Lbstantial lV equ I \aICnt ( for the
indications for use stated in the enclosure) to legallv marketed predicate dev ices marketed in
interstate commerce prior to May 28, 1976. the enactment date of the Medical Device
Amendments, or to devices that have been reclassified in accordance wxith the provisions of
the Federal Food. Drug,. and Cosmetic Act (Act) that do not require ic approval of a premarkc t
approval application (1PMA). You may. the-elbree. market the de% ice. subject to the genCIal
controls provisions of the Act. The general controls pro\ isions of the Act include
requirements fbr annual registration. listing of devices. good manulhcttiring practice,
labeling. and prohibitions auainst inisbranding and ad LI ration.

II vour dev ice is classified (see above) into either class II (Special ('ont-rolsl or class IH
(PMIA). it may be subject to such additional controls. xisting major reculations aflecting
3our dev ice can be found in the Code of federal Regulations. ifle I - Parts 800 to 898. In
addition. FDA maV publish further announcements concerning your dc ice in the F~ederal
ReKister.
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Please be advised that FDA's issuance of a substantial equivalence determination does not
mean that FDA has made a determination that your device complies with other requirements
of the Act or any Federal statutes and regulations administered by other Federal agencies.
You must comply with all the Act's requirements, including, but not limited to: registration
and listing (21 CER Part 807); labeling (21 CER Part 801); good manufacturing practice
requirements as set forth in the quality systems (QS) regulation (21 CER Part 820); and if
applicable, the electronic product radiation control provisions (Sections 53 1-542 of the Act);
21 CFR 1000-1050.

This letter will allow you to begin marketing your device as described in your Section 5 10(k)
premarket notification. The FDA finding of substantial equivalence of your device to a
legally marketed predicate device results in a classification for your device and thus, permits
your device to proceed to the market.

If you desire specific advice for your device On our labeling regulation (21 CFR Part 80 1)
please contact the Office of Compliance at (240) 276-01 15. Also, please note the regulation
entitled, 'Misbranding by reference to prenmarket notification' (21 CFR Part 807.97). You
may obtain other general information on your responsibhilIities Under the Act from the
1)ivision of'Smnall Manufacturers. International and Consuimer Assistanice at its tol I-free
ntLiinber (800) 638-2041 Or (301) 443-6597 or at its Internet address
hi~t y!/wx~~vw. f~in. uov/cdrhi/i nduiStry/SuIppor1t/i nieX .htlI.

Sincerei' v'ours.

Chiu Lin. 11h.D.
I)i rector
D)i vision of Anesthesiology. General I lospital-

In fection Control and Dental Devices
Oft] cc Of IC )eice F\al alt ion
('enter or6 ID)\ ices and

R~Idiulouical I lenllth

l..I{nCIO SuriI



Indications For Use

51 0(k) Number (if known): K061039

Device Name: AMSURt Disposable Syringe with/without Needle

Indications For Use:

The AMSURJJ Disposable Syringe with/without Needle is intended for the injection of fluids into, or the
withdrawal of fluids from parts of the body below the skin. Needles are intended to mate with male
nozzles of piston syringes or administration sets.

Prescription Use X AND/OR Over-The-Counter Use _ __

(Part 21 GFR 801 Subpart D) (21 CFR 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)
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